DEPARTMENT  OF  RESEARCH  PROGRAMS  NEWSLETTER 


Department  of 

RESEARCH  PROGRAMS 

at  Walter  Reed  National  Military  Medical  Center 


VOLUME  2,  ISSUE  2 Excellence  In  Military  Medical  Research  march  201 5 


2015  Research  and  Innovation  Month 

■ 3^^  Annual  Aware  for  All 

■ 7th  Annual  National  Capital  Region  Research  Competitions 

■ 2015  Spring  Research  Summit 

- Save  the  Dates 

Research  plays  a significant  educational  role  in  the  National  Capital 
Region  Medical  Facilities.  To  celebrate  and  recognize  researchers  for 
their  hard  work,  the  Department  of  Research  Programs  will  be  hosting 
the  2015  Research  and  Innovation  Month  in  May.  Numerous  events 
will  take  place  featuring  research  projects  from  the  National  Capital 
Region. 

Please  check  your  calendars  for  the  following  events  and  dates: 

3*^**  Annual  Aware  for  All 
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7th  Annual  National  Capital  Region  Research  Competitions 

Poster  Display  Week  - 11-15  May  2015 

Featuring  research  and  case  reports  from  the  2015  Research  Competitions  participants 


Poster  Competitions  - 13  May  2015 

Oral  presentations  from  Case  Report  and  Evidence  Based  Practice-Quality  Improvement  Research  Competition  Finalists 

Research  Symposium  I and  II  - 18-19  May  2015 

Featuring  formal  oral  presentations  from  Bailey  K.  Ashford  and  Robert  A.  Phillips  Research  Competition  Finalists 

2015  Spring  Research  Summit 

27  May  2015  - Featuring  researchers  from  different  departments  of  the  Walter  Reed  National  Military  Medical  Center 


Further  details  will  be  announced. 

Please  check  the  WRNMMC  Intranet  homepage  and  your  emails  for  updates. 

We  look  forward  to  everyone’s  participation! 

Ryan  Kim,  LT,  MC,  USN 
Department  of  Research  Programs 
2015  Research  Competitions  Coordinator 
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3rd  Annual  Aware  for  All  - Call  for  Participants 


The  3'^‘^  Annual  Aware  for  All  will  be  hosted  in  the  America  Building  again  this  year  on  6 May  2015.  At  this  annual 
event,  DRP  recognizes  and  celebrates  research  study  volunteers  - without  whom  we  would  not  be  able  to  conduct 
research.  Your  participation  makes  the  advancement  of  military  medicine  possible.  In  addition,  Aware  for  All 
honors  WRNMMC  researchers  and  key  research  personnel.  Centers  of  Excellence,  research  centers,  and  the 
foundations  that  support  them. 


At  this  educational  event,  members  of  the  WRNMMC  research  community  present 
their  research,  hand  out  brochures,  flyers,  and  takeaways;  some  even  show  video 
presentations  and  demos. 

Presenters  wishing  to  host  a booth  should  RSVP  by  contacting  LT  Ryan  Kim,  2015 
Research  Competitions  Coordinator,  at  rvan.m.kim2.mil@mail.mil  or  (301)  295-8338 
no  later  than  27  March  2015. 
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Biomedical  Research  Laboratory  (BRL) 


Updated  BRL  Staff  Picture 

The  Biomedical  Research  Lab  would  like  to  share  its  current  face:  all  of  our  staff  as  of 
February  2015. 

Everyone’s  names  and  positions  are  listed  below  and  the  picture  follows  from  left  to  right. 
We  are  here  to  provide  research  services  for  the  WRNMMC  staff. 


CDR  Janine  R.  Danko,  MD,  MPH  FACP 
Chief,  Biomedical  Research  Lab 


PFC  Brandon  Thompson 
Laboratory  Technician 


Brian  Reinhardt,  MS,  MLS  (ASCP) 
Medical  Technologist 


Sumana  Dey,  PhD 
Research  Scientist 


Robert  Taylor,  PhD 
Research  Scientist 


Franz  A.  Frye,  Ph.D. 

Captain,  U.S.  Army,  Medical  Service  Corps 
Biochemist 

Deputy  Director,  Biomedical  Research  Laboratory 

Brandi  Benford,  MS 
Chemist 

Yaling  Zhou,  PhD 
Supervisor/Scientific  Director 

Cristina  Caplinger,  MS 
Research  Scientist 


Elena  Morris 
Medical  Technologist 

CDR  Janine  Danko,  MD,  MPH, 
FACP 

Chief  of  the  Biomedical 
Research  Laboratory 

SGT  Robert  A.  Martinez 
Noncommissioned  Officer  In 
Charge 
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Business  Office 


I am  excited  to  join  the  WRNMMC  family  and  am  looking  forward  to  working  with  you 
all.  The  Business  Office  within  the  Department  of  Research  Programs  is  a newly 
established  group.  We  are  here  to  help  researchers  apply  for  grants  and  establish 
collaborations  with  other  institutions  and  entities. 


We  are  working  to  establish  a streamlined  process  to  help  you.  In  this  month’s  newsletter  1 
will  discuss  how  to  initiate  an  agreement  through  the  WRNMMC  Business  Office. 


Jasleen  Shant,  PhD 
Chief,  Business  Office 

Background  of  Technology  Transfer:  Since  1980,  Congress  has  made  it  increasingly  easier  for  scientists  in 
federal  laboratories  to  cooperate  with  their  colleagues  in  non-federal  institutions,  such  as  private  industry, 
universities,  and  state  and  local  governments  by  utilizing  a Cooperative  Research  and  Development  Agreement 
(CRADA).  A CRADA  is  collaborative  agreement  between  one  or  more  federal  laboratories  and  one  or  more  non- 
federal  parties  under  which  the  laboratories  provide  personnel,  facilities,  equipment,  or  other  resources  to  conduct 
specific  research  or  development  efforts  that  are  consistent  with  the  laboratory’s  mission. 

How  to  initiate  an  agreement  request? 

The  scientist  finds  a prospective  partner  and  works  out  a draft  statement  of  work  (SOW).  Scientists  then  request  a 
CRADA  or  Material  Transfer  Agreement  (MTA)  from  the  DRP  Business  Office  via  an  Agreement  Request  Form. 
This  form  gives  us  all  the  information  we  might  need  to  establish  an  agreement.  You  can  attach  the  SOW  to  this 
form.  If  you  have  questions,  please  come  talk  to  us/provide  us  with  the  information  on  the  collaboration/material 
transfer/data  sharing  early  on.  Please  fill  out  the  Agreement  Request  Form  and  send  it  to  me  at 
iasleen.shant.civ@mail.mil. 

Agreement  Request  Form  - Where  to  find  it? 

The  Agreement  Request  Form  is  available  on  the  IRBNet  or  the  DRP  Intranet  site.  You  can  get  the  Agreement 
Request  Form  directly  from  us,  too. 

What  is  the  Agreement  Process? 

Once  the  Business  Office  has  the  information  that  is  needed  about  the  collaboration,  the  information  is  reviewed 
by  the  Agreements  Review  Committee  (ARC),  which  meets  on  a weekly  basis.  Agreements  are  negotiated  and 
receive  legal  review.  The  final  negotiated  agreement  is  then  executed  by  both  parties.  Please  keep  in  mind  that 
signature  on  WRNMMC ’s  agreements  can  take  some  time,  but  the  Business  Office  will  do  everything  it  can  to 
move  the  agreement  along  to  be  signed  as  quickly  as  possible. 
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IRB  Operations  Office 


This  month’s  contribution  for  IRB  Operations  Office  is  from 

Wendy  Gilbert,  IRB  Manager. 


Informed  Consent 


Debarati  Dasgupta 

Acting  Director,  IRB  Operations  Office 


Informed  consent  reflects  the  basic  principle  of  respect  for  persons  in  a research  study  and  is 
an  ongoing  educational  process  that  provides  potential  subjects  with  explanations  to  help 
them  make  informed  decisions  about  whether  to  participate  in  a study.  Participation  includes 
the  essential  criteria  of  informed  consent  which  includes  the  subject’s  knowledge  and 
comprehension  of  the  research  requirements;  the  understanding  that  consent  is  freely  given; 
and  that  he/she  has  the  right  to  withdraw  from  the  study  at  any  time.  It  is  critical  that  these 
essential  criteria  are  clearly  communicated  to  the  person  who  is  considering  participating. 


The  informed  consent  must  be  free  of  coercion  or  fraud.  The  person  giving  consent  to 
participate  in  a research  study  must  have  sufficient  mental  capacity  and  be  provided 
necessary  information  in  order  to  give  valid  and  voluntary  consent. 


Wendy  Gilbert,  IRB  Manager 


During  the  informed  consent  process  (before  the  consent  of  the  subject  is  obtained),  the  potential  subject  (and  his/her 
support  system)  is  informed  of  the  purpose  of  the  research;  the  possible  risks  and  benefits  from  participating  in  the 
research;  procedures  to  be  followed;  identification  of  procedures  that  are  experimental;  the  length  of  time  he/she  will  be 
involved  in  the  research;  alternatives  to  research  participation;  provisions  for  privacy  of  the  subject’s  identity  and 
maintenance  of  confidentiality  of  the  subject’s  data  when  participating  in  the  research;  research-related  injury 
information  for  research  that  is  greater  than  minimal  risk  (e.g.,  the  availability  of  compensation  and  medical  treatments 
if  an  injury  occurs;  contact  information  for  additional  information  about  the  research,  the  research  subject’s  rights,  and 
research-related  injury);  reiteration  of  the  voluntary  nature  of  study  participation;  and  the  right  to  stop  study 
participation  without  penalty  or  loss  of  benefits  to  which  the  subject  is  entitled. 


The  following  are  additional  elements  that  could  be  included  in  a consent  document,  as  appropriate:  unforeseeable 
risks;  termination  of  study  participation  by  the  investigator(s);  additional  costs  that  may  be  associated  with  study 
participation;  instructions  if  a subject  decides  to  stop  study  participation;  information  on  significant  new  findings; 
approximate  number  of  subjects  proposed  to  participate  in  the  study. 


This  library  contains  the  “Consent  Form  and  HIPAA  Authorization’’  template,  as  well  as 
other  research-related  templates,  forms,  instructions,  guidebooks,  handbooks  (Chapter  5 of 
the  WRNMMC  IRB  Handbook  provides  details  on  the  consent  form  and  the  informed 
consent  process),  and  general  information. 


At  WRNMMC,  before  drafting  a research  consent  form,  please  log  onto  IRBNet 

(http://fhpr.dhhq.health.mil/dmrn.aspx)  - you  must  have  a CAC.  Go  to  “Forms  and  Templates”  then  select  the  library 
“WRNMMC  Department  of  Research  Programs  (DRP)  - Documents  for  Researchers.” 
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Research  Protocol  Development 


This  month’s  input  is  provided  by  Gwen  Wright,  MS,  RN,  Protocol  Development  Specialist. 

Preventable  Administrative  Delay 

One  of  the  most  common  preventable  administrative  delays  that  halt  IRB  advancement  is  the  linking  of 
investigator’s  credentials,  i.e.,  CV  and  the  appropriate  CITI  training  documents.  The  linking  of 
documents  is  required  on  a package-by-package  basis  for  continuous  quality  control.  The  Department  of 
Defense  National  Capital  Region  Medical  Directorate  (NCR-MD)  - DoD  NCR-MD  and/or  OUSD  P&R 
CITI  training  certificates  are  acceptable  affiliations  for  project  submission. 


CDR  Ruben  D.  Acosta,  MC,  USN 
Chief,  Research  Protocol  Development 
Deputy  Chief,  DRP 

To  link  Documents: 

■ Use  the  “link/unlink  training  records”  button  in  the  “Designer”  view  of  menu  selection  via  IRBNet. 

How  to  update  Training  & Credentials  materials: 

■ Log  into  IRBNet  and  click  the  “User  Profile”  link  in  the  top  right  comer  of  the  screen. 

■ Locate  the  Training  & Credentials  section  at  the  bottom  of  the  User  Profile  page,  click  “Add  New  Record”  button. 

■ Select  the  appropriate  training  and  credential  Document  Type,  enter  the  Effective  Date  of  the  document  (e.g.,  date  of  training 
certificate,  CV  effective  date)  and  any  other  applicable  information,  and  then  select  the  file  from  your  computer  by  clicking  the 
browser  button. 

o CITI  must  be  within  three  years  and  CVs  must  be  within  two  years. 

■ Once  the  correct  file  is  selected,  click  “Attach.” 

■ From  the  User  Profile  page,  click  the  “Submit”  link  (to  the  right  of  the  new  document  listing  you  have  just  created). 

■ Select  the  WRNMMC  Department  of  Research  Programs  and  click  the  Submit  button. 

Resource:  IRBNet  Directions  for  Researcher ’s  @ WRNMMC 

Research  Compliance  Office 


This  month’s  contribution  was  provided  by  Robert  Roogow,  Auditor. 

Hot  Topic  of  the  Month 

Are  you  following  your  protocol  in  regard  to  reducing  the  risk  of  a 
breach  of  confidentiality? 


Debarati  Dasgupta,  MS,  CHRC,  CIP 
Research  Compliance  Officer 


You  must  have  adequate  safeguards  to  protect  the  privacy  of  subjects  and  to  maintain  the  confidentiality  of 
data,  when  appropriate.  The  IRB  will  consider  the  nature  of  your  study,  the  probability  a breach  will 
occur,  and  the  degree  of  the  harm  that  may  result  from  an  unauthorized  disclosure  of  collected 
information.  You  must  keep  in  mind  this  privacy/confidentiality  requirement  is  in  addition  to  similar 
requirements  of  the  HIPAA  Privacy  Rule.  There  may  be  occasions  when  the  HIPAA 
privacy/confidentiality  requirements  do  not  apply  but  the  research  rules  do  apply. 


Consider  coding  records,  statistical  techniques,  and  physical  or  computerized  methods  for  maintaining 
the  security  of  stored  data.  Proper  security  measures  include  locked  file  cabinets  in  locked  offices, 
password  protected  electronic  files,  and  encryption. 


6 


DEPARTMENT  OF  RESEARCH  PROGRAMS  NEWSLETTER 


The  Protocol  Template  available  in  IRBNet  has  valuable  standard  language;  however,  you  must  make  sure  the  template  language 
matches  your  protocol  and  your  current  procedures.  If  the  template  does  not  match  your  current  procedures,  you  must  change  the 
template  language  to  match  what  you  are  going  to  do. 

Be  specific  in  the  protocol  about  what  documents  (e.g.,  Case  Report  Forms,  Data  Capture  Forms,  Source  Documents,  copies  of  medical 
records,  etc.)  are  going  to  be  collected  for  research  purposes  and  which  of  these  documents  will  contain  identifiable  information. 

You  can  always  discuss  your  options  with  the  DRP  staff. 


Monthly  Meeting 

Highlights 

■ Employee  of  the  Month  announced 

■ Mary  Kelleher’s  departure  to  NIH  announced 

■ New  DRP  employee  Lorna  Moore  introduced 

■ SSG  Hodges  discussed  leave  policies  for  Federal  Civilian  Employees;  of  note  was  “Communicating  intended  leave  with  your 
supervisor” 

■ LCDR  Acosta  discussed  CITI  affiliation  change  from  NCR-MD  to  Under  Secretary  of  Defense  (Personnel  and  Readiness) 

■ New  EIRB  system  is  on  the  way 

■ LT  Ryan  Kim  was  awarded  a Commendation  by  BG  Clark 


New  Employees/Hail  and  Farewell 


Courtney  Pitts  (courtnev.n.pitts.civ@mail.mil;  301-400-3884)  joins  us  as  an 
Institutional  Review  Board  (IRB)  Manager.  Ms.  Pitts  was  earned  her  Bachelor  of 
Science  in  Psychology  at  the  University  of  Maryland  University  College  and  is  seeking 
her  Master  of  Science  in  Healthcare  Administration.  Prior  to  joining  us,  Ms.  Pitts  served 
as  the  IRB  Coordinator  for  the  Department  of  Veterans  Affairs  Medical  Center  in 
Washington,  D.C.  She  has  worked  closely  with  WRNMMC  as  a Regulatory  Affairs 
Specialist  in  the  Regulatory  Affairs  & Compliance  Department  at  the  Henry  M.  Jackson 
Foundation  in  Rockville,  MD. 

Ms.  Pitts  was  born  and  raised  in  Maryland  and  maintains  that  there  is  no  place  like  home. 
She  is  enthusiastic  about  her  new  position  and  is  looking  forward  to  contributing  a 
wealth  of  knowledge  to  advance  research  support. 


Marcus  Morgan  passes  the  baton. . . 

Well,  the  time  has  come  to  say  goodbye  to  everyone  who  has  made  me  smile  here  over 
the  last  two  years.  As  has  been  said  before,  it  has  been  a pleasure  to  work  here  in  the 
Department  of  Research  Programs,  but  more  than  that,  it  has  been  a privilege  to  have  met 
and  been  a part  of  this  phenomenal  team.  You  have  all,  individually,  and  as  a whole, 
been  an  inspiration  to  me.  I have  learned  something  from  each  and  every  one  of  you,  and 
I will  take  with  me  the  fondest  of  memories  of  my  time  within  DRP.  I have  prospered 
both  personally  as  well  as  professionally  thanks  to  my  experience  here.  Before  I change 
my  mind  and  decide  to  stay,  I want  to  wish  everyone  the  best  of  luck 
in  the  future  and  hope  all  of  you  continue  to  prosper. 

Patricia  Titi,  Administrative  Support  Specialist,  will  be 
taking  over  my  position.  She  joins  us  from  the  Naval  Air 
Terminal  in  Norfolk,  Virginia.  She  holds  a master’s  in 
Urban  Affairs  with  a concentration  in  Gerontology  and  a 
BA  in  Sociology.  Ms.  Titi  worked  at  the  former  Walter  Reed 
Army  Medical  Center  in  the  Department  of  Surgery.  She  enjoys 
helping  people  and  is  excited  to  join  DRP.  - Marcus  Morgan 
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Lisa  Thompson,  MHA,  MBA,  joins  us  as  the  Supervisory  Medical  Education 
Specialist  who  will  be  coordinating  academic  research  education  within  DRP.  Ms. 
Thompson  is  a native  New  Yorker  who  earned  her  BS  in  Psychology  from 
Fordham  University  and  her  MS  in  Health  Care  Administration  and  MBA  from  the 
University  of  Maryland. 

Ms.  Thompson  brings  over  26  years  healthcare  administration  experience,  which 
includes  managing  Graduate  Medical  Education  programs  and  managing  research 
protocol  reviews.  Ms.  Thompson  looks  forward  to  utilizing  her  expertise  to  market 
DRP  services. 


Monthly  Research  Roundtable 


Dr.  Shant  discussed  new  forms  that  will 
be  implemented  for  use  to  develop 
collaborative  agreements.  She  also 
presented  the  new  form  (i.e..  Agreement 
Request  Form)  for  Pis  to  use  for  any 
proposed  collaborations  from  here  on. 


COL  Weina  raised  three  points  of  particular  note: 

1.  Facilitate  Research 

2.  Communicate 

3.  Fully  Burden  Research 

- DRP  is  here  as  a facilitator  of  research,  not 
an  obstacle  to  be  overcome.  Let  us  help. 

- Please  communicate  with  us  and  tell  us  how 
we  can  communicate  better  with  you! 

- The  distinction  between  research  and  patient 
care  funding  sources  must  be  understood  and 
respected.  WRNMMC  must  be  appropriately 
reimbursed  for  research  activities  per 
regulation. 
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Moving  forward,  DRP  will  be  inviting  participants  to  offer  requests  for  topics  to  be  included  and  members  from  each  of  DRP’s 
sections  will  be  providing  representatives  to  discuss  hot  topics  related  to  their  sections. 

We  invite  you  to  join  us  for  our  next  Roundtable  on  Tuesday,  March  24, 2015, 1200-1300,  in  the  America  Building  (Bldg. 
19),  Room  2301,  Desert  Conference  Room. 

Ms.  Lisa  Thompson,  Supervisory  Medical  Education  Specialist,  will  be  hosting  the  Research  Roundtable.  Please  RSVP  any 
presentation  or  topic  of  discussion  you  would  like  to  speak  about  during  this  meeting  so  that  it  will  be  placed  on  the  agenda. 

Speakers  will  receive  an  agenda  listing  their  topics  of  discussion  prior  to  the  meeting.  An  agenda  will  be  provided  to  all 
attendees  during  the  Roundtable.  Please  email  Mr.  Gregory  Greer  at  gregorv.g.greer.ctr@mail.mil  with  a or 
lisa.p.thompson5.civ@mail.mil  with  any  topics  you  would  like  discussed. 

Please  note  the  reserved  dates  for  Room  2301  through  September  2015: 

Tuesday,  April  21,  1200-1300 
Tuesday,  May  19,  1200-1300 
Tuesday,  June  23,  1200-1300 
Tuesday,  July  21,  1200-1300 
Tuesday,  August  18,  1200-1300 
Tuesday,  September  22,  1200-1300 


Behind  the  Scenes  - Keeping  the  Baii  Roiiing 


What  role  do  you  play  in  human  subjects’  research? 

In  human  subjects’  research  I ensure  all  the  doctors  have  what  they  need  for  training: 
access  to  the  lab;  proper  space;  all  the  equipment  they  need.  My  relationship  to 
research  is  solely  in  the  Biomedical  Research  Laboratory.  I’m  the  NCOIC  of  the  BRL. 
I’m  often  the  safety  coordinator  in  the  lab  and  the  go-to  person  for  training. 


What  can  researchers  do  to  make  your  role  more  effective  and  efficient? 

Please  give  me  a call  so  I can  provide  you  with  access  to  the  lab.  Please  email  me  or 
and  call  letting  me  know  what  do  you  need  to  get  in  the  lab. 


SGT  Robert  A.  Martinez 
Noncommissioned  Officer  In  Charge 
Biomedical  Research  Laboratory 


What  tips  would  you  offer  researchers  to  get  their  protocols  approved  faster  or  to  improve  their  research? 


To  get  your  research  on  the  ball  and  rolling,  the  most  important  thing  is  the  date.  If  you 
could  say,  “We  start  our  protocols  on  this  date,”  I can  make  sure  you  have  the  lab  training 
you  need  before  the  protocol  starts  so  when  it  does  start  you  can  get  in  the  lab  and  start 
working  immediately. 

My  work  serves  as  a precursor  to  any  lab  work  related  to  the  protocols.  Lab  training  is 
mandatory  before  anyone  who  enters  the  lab  can  start  any  work:  HAZMAT  training 
(disposing  of  hazardous  materials  properly);  safety  training  (what  to  do  and  not  to  do  in 
the  lab,  what  type  of  footwear  you  have  to  wear,  lab  coats,  not  leaving  the  lab,  etc.). 
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Appendix  1 - randomized  Evaiuation  of  a Novel  prevention  program  on  vascular  function  and 

aTHerosclerosis 


JWWJTTO IMPROVFYOOR  HEART 
CONSIDER  JOINING  THE  ZENITH  TRIAL! 


Tlie  ZENITH  Trial: 

randomized  Evaluation  of  a Novel  ureventlon  j)rogi*ani  on  vascidai*  fimction  and 

aTHeroselerosis 

PRINC1P.ALIN\TSTIGAT0R: 

ETC  Todd  Villines,  MC,  USA,  Integrated  Cardiology  Service,  \VRNMMC  Bethesda 
In  conjunction  Tdth  the  Integrative  Cardiac  Health  Project  (ICHP) 

Studies  have  shorm  that  healthy  Iifest}de  behaviors  (heart  healthy  diet,  exercise,  stress  management  and 
improved  sleep  habits  ) are  associated  vdth  a low  er  risk  of  developing  heart  disease  if  you  have  high  blood 
pressure,  are  overweight  or  smoke. 

The  purpose  of  this  study  is  to  see  how  well  the  practice  of  heart  healthy  behaviors  as  prescribed  by  the  ICHP 
Cardiovascular  Health  Program  can  improve  risks  for  heart  disease. 

ELIGIBILin: 

* Be  18-50  years  old 

* Be  willing  to  participate  m a lifestyle  program 

* Must  have  had  a cholesterol  check  during  the  past  year 

* Be  otherwise  in  good  health 

TIME  COMMITMENT;  Up  to  10  visits  (1-4  hours  per  visit)  over  one  year  at  WRNMMC  Bethesda 

For  more  information,  please  contact:  Elaine  Walizer  MSN,  RN  301-400-mi  /elaine.m.walizer.ctr@health.mil 

jody  Bindeman  RN,  301-295-U78  /)ody.e.bindeman.dv@health.mil 
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